Margaret P. Grafeld Declassified/Released US Department of State EO Systematic Review 06 JUL 2006 


Message Text 


UNCLASSIFIED 

PAGE 01 STATE 137846 

15 

ORIGIN HEW-06 

INFO OCT-OI EUR-I2 ISO-00 OES-05 EB-07 COME-00 /03I R 

66618 

DRAFTED BY DHEW/FDA/JRWEINROTH, MD 
APPROVED BY OES/SCI/BMP:MBEAUBIEN 
DHEW/OHI/MACOJDING 
EUR/CE:DANDERSON(INEO) 

022584 

R 122243Z JUN 75 
FM SECSTATE WASHDC 
TO AMEMBASSY BONN 

UNCLAS STATE 137846 

E.O. 1 1652: NA 
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SUBJ: FDA ADVISORY-DEFECTIVE MEDICAL DEVICE 

1. FDA ADVISES THAT THE METAL CONTROL VALVE DEVICE "BENDIX 
AIR/02 MIX PRCISION AIR/OXYGEN CONTROLLER, PART NO. APC-IOO-BI, 

SERIAL NUMBERS I0I-577, MANUFACTURED BY THE BENDIX CORPORATION, 
INSTRUMENTS AND LIEE SUPPORT DIVISION, HICKORY GROVE ROAD, DAVENPORT, 
IOWA 52808 ARA BEING RECALLED FORM THE USER LEVEL. 

2. THE REASON FOR THE RECALL IS THAT A LUBRICANT AND SEATING CEMENT 
USED IN THE DEVICES HAS MIGRATED INTO THE VALVE AREAS CAUSING THE 
VALVES TO UTICK AND NOT FUNCTION PROPERLY. THIS RESULTS 

IN AN IMPROPER AIR/02 MIXTURE WHICH MAY BE EITHER TOO HIGH OR TOO LOW 
FOR THE INDIVIDUAL PATIENT USER. THE FIRM DISCONTINUE! PRODUCTION 
AND SALE OCTOBER 28, 1978 AND NOTIFIED ALL CUSTOMERS BY TWX 
NOVEMBER 15, 1974 REQUESTING 

ALL UNITS BE RETURNED EOR NEW PARTS, CLEANING AND REPAIR. 

3. FOREIGN CONSIGNEE AS FOLLOWS: 

DRAGERWERK AG 
2400 LUBECK 1 
MOISLINGER ALLEE 53-55 
UNCLASSIFIED 

UNCLASSIFIED 

PAGE 02 STATE 137846 

WEST GERMANY SERIAL NO'S 150, 386 
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POUT IS REQUESTED TO CONTACT CONSIGNEE TO DETERMINE IE THEY HAVE 
BEEN INFORMED OF RECALL AND ACTION TO BE TAKEN. ANY QUESTIONS THEY 
MAY HAVE SHOULD BE REFERRED DIRECTLY TO MANUFACTURER. 

KISSINGER 
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